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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 31 is rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential structural cooperative relationships of elements, such 
omission amounting to a gap between the necessary structural connections. See 
MPEP § 2172.01 . The omitted structural cooperative relationships are: how the circuit 
means is cooperating with the electrodes and where the electrical signal is coming from. 
Also missing is processor or similar means to create the map based on the electrical 
signals to bridge the gap between the circuit and display. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 31 , 34-36, 39-44 and 46-47, and 61 are rejected under 35 U.S.C. 1 03(a) 
as being unpatentable over Bloom et al. (US 6963772). 

Bloom teaches a system for monitoring changes in a skin wound over time comprising a 
wound dressing (40) including a two dimensional rectangular array of at least 25 test 
electrodes (38) for application to the surface of the wound (4), circuit means for 
measuring an impedance of the tissue underlying each test electrode (78), and a 
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display means (92) capable of presenting a visual map indicating the size and shape of 
the Bloom doesn't expressly teach presenting a visual map indicating the size and 
shape of the wound. 

Bloom teaches the test electrodes arranged on a flexible backing of insulating material 
with the electrodes covered with a conductive gel inherently creating high resistance 
between the electrodes relative to the resistance to the underlying tissue (column 1 1 , 
lines 5-21). 

Bloom teaches the circuit means measures the electrical characteristic by applying an 
alternating electrical signal ad a plurality of frequencies between the test electrode and 
at least one other electrode applied to an organic body of which the tissue forms a part. 
The circuit measures the electrical characteristic by measuring voltage between each 
test electrode and an adjacent reference electrode also disposed on the flexible backing 
of insulating material in which a single electrode may be common to a plurality of test 
electrodes (column 9 .lines 8-20, 39-50) (column 4, lines 47-65). 
Bloom teaches the circuit comprising a first test electrode for providing a current source 
(4) integrated in the two-dimensional array of test electrodes, a second test electrode 
(10) for completing a current loop with the first electrode, and a third test electrode 
applied to tissue adjacent the first electrode (38's) (Figures 2D and 4) 
5. Claims 37 and 48 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bloom as applied to claim 31 above, and further in view of Pearlman (US 6308097). 
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Bloom teaches using a gel on the electrodes but doesn't expressly teach it to be 
hydrogel. However, Pearlman teaches an impedance measuring system in which the 
test electrodes are covered in hydrogel to enhance measuring signals (column 9, lines 
39-52). It would have been obvious in view of Pearlman to use hydrogel as the gel in 
Bloom to enhance conductivity of the signals through the body. 
Bloom teaches measuring impedance over a plurality of frequencies but doesn't 
expressly teach a range. However, Pearlman teaches measuring tissue anomalies by 
taking impedance measurements over a range of 1mHz to 100 kHz (column 21, lines 
14-28). It would have been obvious in view of Pearlman to take impedance 
measurements in this range in Bloom to detect tissue anomalies. 
6. Claims 50-59 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bloom et al. (US 6963772) in view of Kenan et al. (US 6788966). 
Bloom teaches a method of monitoring changes in a skin wound over time comprising 
applying a dressing to the wound, the dressing including a two-dimensional array of at 
least 25 test electrodes applied to the surface of the wound; measuring an electrical 
characteristic of the tissue underlying each test electrode at various times; and 
presenting data about the wound (Figures 2c, 4, 5) (column 4, line 53-column 5, line 5). 
Bloom doesn't expressly teach presenting a visual map indicating the size and shape of 
the wound. However, Kenan teaches an electrode array device for measuring skin 
impedance and displaying skin lesions in a visual map indicating size and shape 
(Figures 8, 9A). It would have been obvious in view of Kenan to provide visual maps of 
the wound in Bloom in order to visibly track the healing process. 
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Bloom teaches the test electrodes arranged on a flexible backing of insulating material 
with the electrodes covered with a conductive gel inherently creating high resistance 
between the electrodes relative to the resistance to the underlying tissue (column 1 1 , 
lines 5-21). 

Bloom teaches the circuit means measures the electrical characteristic by applying an 
alternating electrical signal at a plurality of frequencies between the test electrode and 
at least one other electrode applied to an organic body of which the tissue forms a part. 
The circuit measures the electrical characteristic by measuring voltage between each 
test electrode and an adjacent reference electrode also disposed on the flexible backing 
of insulating material in which a single electrode may be common to a plurality of test 
electrodes (column 9 .lines 8-20, 39-50) (column 4, lines 47-65). 
7. Claims 38 and 45 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bloom as applied to claims 31 and 41 above, and further in view of Cudahy et al. 
(US 5184620). 

Bloom teaches the leads (4) to be disposed on the flexible backing of insulating material 
with the electrodes (38) (Figure 4), but doesn't expressly teach the leads to be covered 
with an insulating material. However, Cudahy teaches the electrodes to be insulated by 
the pad from other conductors (column 6, lines 17-20). It would have been obvious in 
view of Cudahy to provide insulation over the leads in Bloom as well as the electrodes 
to prevent conductance between the wires. 

Bloom doesn't expressly teach the reference electrode to be a test electrode as well. 
However, Cudahey teaches the reference electrode to be on the same backing and that 
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during a given measurement an adjacent test electrode can act temporarily as its 
reference in order to provide the best impedance measuring results (column 7, lines 7- 
24). It would have been obvious in view of Cudahey to provide adjacent test electrodes 
to act as temporary reference electrodes in Bloom in order to eliminate false signals of 
wound detection and provide the best impedance measurement. 

Response to Arguments 

8. Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

9. Applicant's arguments filed regarding the use of the Bloom reference have been 
fully considered but they are not persuasive. Applicant states that the Bloom reference 
doesn't teach measuring changes in a skin wound; however, the changes in fluid are 
directly correlated to the surface wound as disclosed as well as sites of inflammation 
(column 6, lines 47-53). Furthermore the reference points to the array to be a plurality 
of temperature or impedance sensors (column 8, lines 40-45). and claim 31 as written 
doesn't require the system to create a visual map from the measured electrical 
characteristics. 

Conclusion 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Danega whose telephone number is (571)270- 
3639. The examiner can normally be reached on Monday through Thursday 8:30-5:00 
eastern time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

RAD 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



